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Detailed Action 

After a telephonic interview with Applicants' attorney of record, Kenneth A. Gandy, on 
February 01, 2008, it was agreed that claims 54-60 and 62 were enabling with regard to the 
bonding techniques, such that those skilled in the art would understand from the specification of 
the present application that the applicants had possession of the claimed invention, and would be 
fully enabled to practice the claimed scope of the invention without undue experimentation. A 
summary of the interview was filed on February 13, 2008. Accordingly, rejection of claims 54- 
60 and 62 under 35 U.S.C. 1 12, first paragraph, as failing to comply with the written description 
requirement and rejection of claims 54-60 and 62 under 35 U.S.C. 1 12, first paragraph as failing 
to comply with the enablement requirement, have been withdrawn. 

However, upon further consideration the final office action mailed on 12-10-2007 is vacated 
in favor of a new non- final office action in view of reconsideration of search of relevant prior art 
for claims 54-60 and 62. 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

2. Status of claims. Claims 54-60 and 62 are currently pending and claims 36-53 and 62-65 
have been canceled by Applicants' amendment filed on 06-10-2008 

3. Therefore, claims 54-60 and 62 are currently under examination to which the following 
grounds of rejection are applicable. 

Withdrawn rejections in response to Applicant arguments or amendments 

Claim Rejections - 35 USC § 103 
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In view of Applicants' cancellation of claims 36-53 and 62-65, rejection of claims 36-45, 
53 under 35 USC § 103 as being unpatentable over Voytik-Harbin et al, et al, et al, (US Patent 
No. 6,444,229) in view of Stinson et al., (US 2004/01 1 1 149 Al), is rendered moot. 

In view of Applicants' cancellation of claims 36-53 and 62-65, rejection of claims 45-53 
and 63-65 under 35 USC § 103 as being unpatentable over any of Kropp (Urology, 1995), 
Whitson (US patent No. 5,997,575) and Bonadio (US patent No. 5,942,496) each of them taken 
with Stinson et al, (US 2004/01 1 1 149 Al), is rendered moot. 

In view of Applicants' cancellation of claims 36-53 and 62-65, rejection of claims 45-53 
and 63-65 under 35 USC § 103 as being unpatentable over any of Badylak et al., (WO 
96/24661), Badylak 2 (WO 96/25179), Cook et al., (WO 98/22158), Fearnot (US 6,358,284), 
Badylak 3 (US 2004/0078076) each of them taken with Stinson et al., (US 2004/01 1 1 149 Al), is 
rendered moot. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 103 

Claims 54-60 and 62 are newly rejected under 35 USC § 103 as being unpatentable over 
Badylak et al, (US Patent No. 6,099,567, effective priority filing date, 10 December 1996) in 
view of Stinson et al, (US 2004/01 1 1 149 A 1). 

Badylak et al, discloses compositions comprising the tunica submucosa of the intestine of 
warm-blooded vertebrates that can be used as a matrix for the regrowth of tissues replaced by the 
graft to promote or induce such regrowth of endogenous tissue (col. 1, lines 21-32). Moreover, 
Badylak et al, teaches that the stomach submucosa compositions can be administered to the host 
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in either solid or sheet form by surgical implantation alone or in combination with other art- 
recognized implant compositions (col. 3, lines 65-67). Furthermore, Badylak et al, discloses that 
the stomach submucosa composition can be folded or partially everted to provide multiple layers 
for gripping, for example, with spiked washers or staples (col. 5. lines 50-55) or " multiple 
strips/pieces of stomach submucosa can be overlapped and compressed, under conditions 
allowing dehydration of the tissue, to fuse the strips/pieces of the stomach submucosal tissue into 
a unitary multi-laminate construct (col. 6, lines 4-7). Current claims 54-55 and 62. In addition, 
Badylak et al, teaches that the submucosa composition is typically prepared from stomach tissue 
harvested from animals raised for meat production, including pigs (col. 2, lines 60-64) Current 
claims 56, 59 and 60. 

Badylak et al, does not specifically teach that a radiopaque marker such as tantalum, bismuth 
and barium are disposed between the strips of the collagenous material. 

However, at the time the invention was made, Stinson teaches that there is a need for 
bioabsorbable radiopaque markers for use on an implantable biomaterial such as an 
endoprosthesis, e.g., stents and grafts, in order to improve radiopacity and visualize the passage 
and placement of the endoprosthesis, particularly by using radiopaque endoprosthesis (p. 1, 
paragraphs [0002]-[0004]). Moreover, Stinson et al., discloses that bioabsorbable-radiopaque 
markers may have one or more hollow, cavity, or porous portions wherein radiopaque material 
may be disposed (p. 2, paragraph [0021]). In addition, Stinson discloses that marker is adapted to 
be disposed on or adjacent the endoprosthesis and includes a proximal end, distal end, thickness, 
bioabsorbable material, and a radiopaque material wherein the radiopaque material may be a 
liquid, solid, powder, gel, particle, or combinations thereof (p. 4, paragraph [0031]). 
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Furthermore, the preferred metallic elements for biocompatibility and radiopacity as taught by 
Stinson include tantalum, bismuth and barium (p. 3, paragraph [0027]. Current claims 57 and 
58. 

Therefore, in view of the benefits of using bioabsorbable radiopaque markers in grafts to 
enhance radiopacity and visualize the placement of the implantable graft, as taught by Stinson, it 
would have been prima facie obvious for one of ordinary skill in the art to incorporate a 
radiopaque marker in the implantable multilaminate device as taught by Badylak. The use of 
bioabsorbable collagenous materials as well as radiopaque elements was routine or well- 
established in the art at the time of filing. The disclosure of the specification as- filed fails to 
provide any new elements in the product as claimed. Therefore, the skilled artisan would have 
had a reasonable expectation of success in generating a radiopaque implantable device because 
Badylak teaches implantable biomaterial devices for remodeling tissue in multiple layers, for 
example, and Stinson et al., discloses bioabsorbable-radiopaque markers used as liquid, solid, 
powder, gel and particles to use in implantable grafts to enhance visualization. 

Conclusion 

Claims 54-60 and 62 are rejected. 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Maria Leavitt whose telephone number is 571-272-1085. The 

examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, Ph.D can be reached on (571) 272-0739. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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To aid in correlating any papers for this application, all further correspondence regarding 
this application should be directed to Group Art Unit 1633; Central Fax No. (571) 273-8300. 
Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 


Maria Leavitt, PhD 
Patent Examiner P/1633 
Remsen 2B55 
Phone: 571-272-1085 

/Joseph T. Woitach/ 

Supervisory Patent Examiner, Art Unit 1633 


